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Title  42— Public  Health 

CHAPTER  iV— HEALTH  CARE  FINANCING 
ADMINISTRATION,  DEPARTMENT  OF 
HEALTH,  EDUCATION,  AND  WELFARE 

PART  478— STATEWIDE  PROFESSIONAL 
STANDARDS  REVIEW  COUNCILS 

Subpart  B — ^Advisory  Groups  to  Statewide 
Professional  Standards  Review  Councils 

Membership,  Organization,  and  Duties 
OF  Advisory  Groups 

AGENCY:  Health  Care  Financing  Ad¬ 
ministration  (HCPA) ,  HEW. 

ACTION:  Pinal  rule. 

SUMMARY:  These  regulations  prescribe 
the  membership,  organization,  and  du¬ 
ties  of  advisory  groups  to  Statewide 
Professional  Standards  Review  Coimcils. 
The  regulations  require  the  advisory 
groups  to  assist  Statewide  Councils  in 
their  activities  by  assuring  the  involve¬ 
ment  of  health  care  practitioners  other 
than  physicians  and  by  developing  effec¬ 
tive  relationships  with  organizations 
representing  these  practitioners  and 
health  care  facilities.  The  advisory 
groups  also  assist  the  councils  in  other 
functions,  including  the  coordination  of 
activities  and  dissemination  of  informa¬ 
tion  among  PSROs,  the  evaluation  of 
PSROs,  and  if  necessary,  development  of 
replacement  PSROs. 

Section  1162(e)  of  the  Social  Security 
Act  requires  that  the  councils  be  advised 
and  assisted  by  advisory  groups,  and 
that  the  Secretary  of  Health,  Education, 
and  Welfare  issue  regulations  governing 
their  establishment. 

EFFECTIVE  DATE:  These  regulations 
are  effective  January  4,  1978. 

FOR  FURTHER  INFORMATION  CON¬ 
TACT: 

Rhoda  Abrams,  Director,  Office  of  Pro¬ 
gram  Development,  Health  Standards 
and  Quality  Bureau,  Room  16A-44, 
Parklawn  Building,  5600  Fishers  Lane, 
Rockville,  Md.  20857,  phone  301-443- 
4086. 

SUPPLEMENTARY  INFORMATION: 
On  July  12,  1976,  there  was  published  in 
the  Federal  Register  (41  FR  28690)  a 
notice  of  proposed  rulemaking  to  add  a 
new  Subpart  V  to  Part  101  of  Title  42  of 
the  Code  of  Federal  Regulations.  Since 
that  date  a  new  Chapter  TV  in  Title  42 
of  the  Code  of  Federal  Regulations  has 
been  established  for  regulations  govern¬ 
ing  programs  of  the  Health  Care  Financ¬ 
ing  Administration.  These  final  regula¬ 
tions  are  codified  as  Subpart  B  of  Part 
478,  Subchapter  D,  Professional  Stand¬ 
ards  Review,  of  42  CFR  Chapter  IV. 

All  comments,  suggestions,  and  objec¬ 
tions  received  in  response  to  the  NPRM 
were  considered  and  are  summarized  be¬ 
low  along  with  the  Department’s  re¬ 
sponses  and  the  changes  made  in  the 
proposed  rule, 

(1)  One  comment  stated  that  State¬ 
wide  Coimcils  already  represented  the 
health  community  and  urged  that  these 
rules  not  be  promulgated  and  Advisory 


Groups  not  be  established.  Section  1162 
(e)  of  the  Social  Security  Act,  however, 
requires  the  establishment  of  Advisory 
Groups  to  Statewide  Councils. 

(2)  Several  comments  requested  that, 
one  or  more  positions  on  the  Advisory 
Group  be  reserved  for  representatives  of 
special  groups  of  health  care  prac¬ 
titioners,  such  as  pharmacists,  or  repre¬ 
sentatives  of  particular  health  agencies, 
such  as  rehabilitation  facilities.  (See 
§  478.102.)  The  suggestions  were  rejected 
because  the  niunber  of  interested  groups 
and  agencies  is  great  and  limitation  of 
member  positions  to  representatives  of 
specific  groups  would  result  in  reducing 
the  variety  of  representatives  of  other 
groups  which  may  be  appropriately 
desi^ated  as  Advisory  Group  members. 
The  general  definition  of  membership 
categories  which  is  in  the  rule  permits 
flexible  membership  selection  that  is 
consistent  with  local  needs  and  condi¬ 
tions. 

(3)  Comments  recommended  an  in¬ 
crease  in  the  size  of  the  Advisory  Group. 
This  suggestion  could  not  be  taken  be¬ 
cause  the  statute  specifies  that  the  num¬ 
ber  of  Advisory  Group  members  be  not 
less  than  seven  nor  more  than  eleven. 

(4)  One  objection  was  made  to  the 
requirement  that  at  least  one-half  of  the 
Advisory  Group  be  representatives  of 
health  care  practitioners  (other  than 
physicians)  and  urged  instead  that  there 
be  greater  representation  for  hospitals. 
This  change  was  not  made  because  the 
statute  requires  that  hospitals  be  repre¬ 
sented  on  tile  Statewide  Council  itself. 
Also  there  are  a  large  number  of  health 
care  practitioner  (other  than  physician) 
groups  that  require  representation  on 
the  Advisory  Group  and  expanding  hos¬ 
pital  representation  would  limit  the  po¬ 
sitions  available  for  these  other  groups. 
(See  §  478,102  (a)  (3)  (i).) 

(5)  Several  comments  requested 
changes  regarding  the  length  of  terms 
and  the  limit  on  the  number  of  terms  of 
Advisory  Group  members.  There  was  no 
consensus  among  these  comments  and 
the  provisions  of  the  proposed  rule  were 
retained.  The  rule  now  provides  for 
appointing  members  for  one  year  terms, 
but  allowing  an  individual  member  to 
serve  continuously  up  to  three  terms. 
This  provides  for  cumulative  develop¬ 
ment  of  the  skills  of  some  members  while 
affording  an  opportunity  for  participa¬ 
tion  on  the  Advisory  Group  to  a  large 
number  of  group  representatives.  (See 
§  478.102(a)  (2).) 

(6)  One  comment  recommended  that 
the  public  be  allowed  to  attend  Advisory 
Group  meetings,  but  that  some  meetings 
be  closed  on  the  basis  of  reasonable  con¬ 
fidentiality  policy.  This  suggestion  was 
incorporated  into  the  final  rule  under 
§  478.103(e). 

(7)  Several  recommendations  urged 
the  enclusion  of  a  time  requirement  for 
the  initiation  of  the  actual  operation  of 
the  Advisory  Group.  This  addition  has 
been  made  in  the  final  regulation  under 
§  478.103(a). 

Accordingly,  with  these  changes  and 
additions,  the  proposed  rules  are  adopted 
as  set  forth  below. 


Subchapter  D  of  Chapter  IV  of  42  CFR 
is  amended  by  adding  a  new  Subpart  B 
to  Part  478  to  read  as  follows: 

Subpart  B — Advisory  Groups  to  Statewide 
Professionai  Standards  Review  Councils 

See* 

478!i01  Scope. 

478.102  Membership. 

478.103  Organizational  requirements. 

478.104  Reporting  requirements. 

478.105  Duties  and  functions. 

478.106  Employment  nondiscrimination. 

Authobitt:  Secs.  1102  and  1162(c),  Social 
Security  Act  (42  U.S.C.  1302,  1320c-ll(e) ) . 

Subpart  B — ^Advisory  Groups  to  Statewide 

Professional  Standards  Review  Councils 

§  478. 101  Scope. 

Section  1162(e)  of  the  Social  Security 
Act  (“the  Act”)  provides  that  the  State¬ 
wide  Professional  Standards  Review 
Council  for  any  State  (“Statewide  Coun¬ 
cil”)  shall  be  advised  and  assisted  in 
carrying  out  its  functions  by  an  Advisbry 
Group.  This  subpart  establishes  the  re¬ 
quirements  for  Statewide  Councils  to  fol¬ 
low  in  establishing  and  utilizing  such 
Advisory  Groups. 

§  478.102  Mcnibert«hip. 

(a)  Composition,  terms  and  qualifi¬ 
cations.  (1)  Each  Advisory  Group  shall 
have  a  minimum  of  seven  and  a  maxi¬ 
mum  of  eleven  members. 

(2)  Advisory  Group  members  shall  be 
appointed  for  terms  of  one  year.  An  ap¬ 
pointed  member  shall  not  be  eligible  to 
serve  more  than  three  consecutive  full 
terms.  To  the  extent  practicable,  no 
more  than  one-half  of  the  members  of 
the  Advisory  Group  shall  be  appointed 
for  an  initial  term  in  any  year  subse¬ 
quent  to  the  first  year. 

(3)  The  membership  of  each  Advisory 
Group  shall  consist  of  representatives  of 
health  care  practitioners  (other  than 
physicians),  of  hospitals  and  of  other 
health  care  facilities  which  provide 
within  the  State  health  care  services  for 
which  payment,  in  whole  or  in  part,  may 
be  made  under  Titles  V,  XVIII  or  XIX 
of  the  Act  and  who  are  knowledgeable 
about  the  types  of  health  care  services 
being  reviewed  in  the  State.  In  addition, 
the  membership  of  each  Advisory  Group 
shall  meet  the  following  requirements: 

(i)  Representatives  of  health  care 
practitioners  (.other  than  physicians) .  At 
least  one-half  of  the  members  of  each 
Advisory  Group  shall  be  representatives 
of  health  care  practitioners  (other  than 
physicians).  For  purposes  of  this  sub¬ 
part,  health  care  practitioners  (other 
than  physicians)  are  those  health  pro¬ 
fessionals  who  do  not  hold  a  Doctor  of 
Medicine  or  Doctor  of  Osteopathy  de¬ 
gree,  meet  all  applicable  State  or  Fed¬ 
eral  requirements  for  practice  of  their 
profession,  and  are  actively  involved  in 
the  delivery  of  patient  care  or  services 
which  are  directly  or  indirectly  paid  for 
under  Titles  V,  XVHI  and/or  XIX  of  the 
Act.  Each  such  representative  shall 
practice  his  or  her  profession  in  the 
State. 

(ii)  Representatives  of  hospitals.  One 
or  more  members  of  each  Advisory  Group 
shall  be  representatives  of  hospitals. 
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Each  such  representative  ^all  be  ac- 
tlvdy  Involved  In  the  administration  of  ; 
or  provision  of  services  In  a  hospital 
which  Is  located  In  the  State  and  which 
has  In  effect  arrangements  for  reim¬ 
bursement  for  services  under  Titles  V, 
XVm  and/or  XIX  of  the  Act. 

(Ill)  Representatives  of  other  health 
care  facilities.  One  or  more  members  of 
each  Advisory  Group  shall  be  representa¬ 
tives  of  health  care  facilities  other  than 
hospitals.  At  least  one  such  member  shall 
be  a  representative  of  a  skilled  nursing 
facility  (as  defined  in  section  1861  (J)  of 
the  Act)  or  an  Intermediate  care  facility 
(as  defined  In  42  CPR  449.10(b)  (15) ). 
Each  such  representative  shall  be  ac¬ 
tively  Involved  in  the  administration  of 
or  provision  of,  services  In  a  health  care 
facility  other  than  a  hospitsd  which  Is 
located  In  the  State  and  which  has  In 
effect  arrangements  for  reimbursement 
for  services  under  Titles  V,  XVUl  and/or 
XIX  of  the  Act. 

(b)  Selection  procedures.  (1)  Each 
Statewide  Coimcll  shall  have  a  standing 
cmnmlttee,  called  the  Advisory  Group 
Nominating  Committee,  which  shall 
solicit  recommendations  and  nominate 
persons  for  Advisory  Group  member¬ 
ship.  Each  Advisory  Group  Nominating 
Committee  shall  have  no  fewer  than  five 
members  and  shall  Include  at  least  one 
representative  of  each  of  the  three  mem¬ 
bership  categories  set  forth  in  section 
1162(b)  (1),  (2)  and  (3)  of  the  Act. 

(2)  Each  Statewide  Council  shall  de¬ 
velop  a  written  plan  for  the  selection  of 
Advisory  Group  members.  Such  plan 
shall  be  submitted  to  the  Secretary  no 
later  than  90  days  after  the  date  of 
execution  ot  an  agreement  between  the 
Secretary  and  the  Statewide  Council 
under  section  1162(d)  of  the  Act  and 
must  be  approved  by  the  Secretary  prior 
to  the  selection  of  any  Advisory  Group 
members.  Such  plan  shall  Include  the 
following  provisions; 

(I)  Specification  of  the  composition  of 
the  Advisory  Group,  Including  plans  to 
rotate  membership  among  practitioner 
and  health  care  facility  groups. 

(II)  A  list  of  all  the  organizations 
representing  health  care  practitioners 
other  than  physicians,  hospitals,  other 
health  care  facilities  and  consumer  and 
other  interested  groups  In  the  State  from 
which  recommendations  will  be  sought 
by  the  Advisory  Group  Nominating  Com¬ 
mittee. 

(III)  Criteria  and  procedures  for  re¬ 
view  of  recommendations  by  the  Advi¬ 
sory  Group  Nominating  Committee. 

(Iv)  Criteria  and  procedures  for  selec¬ 
tion  of  Advisory  Group  members  by  the 
Statewide  Council  from  nominations  of 
the  Advisory  Group  Nominating  Com¬ 
mittee. 

§  478.103  Organizational  requirements. 

(a)  Each  Statewide  Council  shall  con¬ 
vene  the  first  meeting  of  the  Advisory 
Group  no  later  than  120  days  after  ap¬ 
proval  of  the  described  plan  In  §  478.102 
(b)(2). 


(b)  Each  Advisory  Group  diall  estab¬ 
lish  Its  own  organizational  structure, 
elect  Its  own  chairperson,  and  devdop 
written  operating  procedures,  conslst^t 
with  this  subpart. 

(c)  Each  Advisory  Group  shall  report 
directly  to  Its  Statewide  Coimcil. 

(d)  Each  Advisory  Group  shall  meet 
as  a  whole  at  least  quarterly. 

(e)  Meetings,  or  any  portion  thereof, 
of  the  Advisory  Group  shall  be  open  to 
the  public,  except  when  the  meeting  con¬ 
cerns  review  of: 

(I)  Sanction  reports  or  recommenda¬ 
tions  forwarded  to  the  Statewide  Coim- 
cil  pursuant  to  section  1157  of  the  Act; 

(II)  Review  of  PSRO  reconsiderations 
pursuant  to  section  1159(a)  of  the  Act; 

(Hi)  Internal  personnel  rules  and 
practices  of  the  Statewide  Council; 

(Iv)  Tradd  secrets  and  commercial  or 
financial  Information  obtained  from  a 
person  and  privileged  or  confidential; 

(v)  Matters  prohibited  from  disclo¬ 
sure  by  statute; 

(vl)  Information  of  a  personal  nature 
where  disclosure  would  constitute  a 
clearly  tmwarranted  invasion  of  personal 
privacy;  and 

(vii)  Information  the  premature  dis¬ 
closure  of  which  would  be  likely  to  sig¬ 
nificantly  frustrate  Implementation  of  a 
Statewide  Council  action  except  where 
the  Statewide  Council  has  already  dis¬ 
closed  to  the  public  the  content  or  na¬ 
ture  of  the  action,  or  where  the  State¬ 
wide  Council  is  required  by  law  to  make 
such  disclosmre  on  its  own  initiative  prior 
to  taking  final  Statewide  Council  action. 

(f)  Minutes  shall  be  recorded  for  all 
Advisory  Group  meetings  and  shall  be 
available  to  the  public  consistent,  as  ap¬ 
propriate  with  regulations  to  be  Issued 
by  the  Secretary  concerning  confiden¬ 
tiality. 

(g)  Each  Statewide  Council  shall  pro¬ 
vide  its  Advisory  Group  with  staff  sup¬ 
port  sufficient  to  enable  the  Advisory 
Group  to  carry  out  its  duties  and  func¬ 
tions  under  this  subpart. 

(h)  Expenses  reasonably  and  neces¬ 
sarily  Incurred,  as  determined  by  the 
Secretary,  by  an  Advisory  Group  in 
carrying  out  its  duties  and  functions 
imder  this  subpart  shall  be  considered  to 
be  expenses  necessarily  Incurred  by  its. 
Statewide  Council. 

§  478.104  Reporting  requirements. 

(a)  Each  Statewide  Council  shall  pre¬ 
pare  annually  for  submission  to  the  Sec¬ 
retary  a  report  containing  Ibe  following 
information: 

(1)  The  plan  described  in  §  478.102 
(b) (2). 

(2)  The  membership  of  the  Advisory 
Group  Nominating  Committee. 

(3)  The  membership  of  the  Advisory 
Group. 

(4)  The  organization  of  the  Advisory 
Group. 

(5)  The  Advisory  Group’s  activities  for 
the  year.  Including  the  number  of  meet¬ 
ings,  and  a  description  of  specific  proj¬ 
ects,  accomplishments,  and  rec(»n- 


mendatitms  made  by  the  Advisory  Group 
to  its  Statewide  Council. 

(b)  Each  Advisory  Group  shall  pre¬ 
pare  an  annual  report  assessing  the  in¬ 
volvement  of  health  care  practitioners 
(other  than  physicians) ,  and  of  hospitals 
and  other  health  care  facilities  in  the 
Professional  Standards  Review  Organi¬ 
zation  program  in  its  State. 

§  478.105  Duties  and  functions. 

Each  Advisory  Group  shall  advise  and 
assist  its  Statewide  Council  in  the  per¬ 
formance  of  the  Coimcll’s  functions,  spe¬ 
cifically  in  the  following  areas  and  in 
any  other  areas  considered  appropriate 
by  the  Statewide  Council: 

(a)  (1)  In  assuring  maximum  effective 
Involvement  of  health  care  practitioners 
(other  than  ph3rslcians)  in  the  Profes¬ 
sional  Standards  Review  Organization 
activities  in  its  State. 

(2)  In  developing  effective  relatlon- 
shlp>s  with  organizations  representing 
health  care  practitioners  (other  than 
physicians) ,  hospitals  and/or  health 
care  facilities  within  its  State. 

(3)  In  carrying  out  the  functions  of 
the  Statewide  Council  under  section  1160 
(c)  of  the  Act  as  they  relate  to  health 
care  practitioners  (other  than  physi¬ 
cians).  hospitals  and  other  health  care 
facilities. 

(4)  In  carrying  out  the  Statewide 
Coimcil’s  functions  imder  section  1162(c) 
of  the  Act. 

(b)  An  Advisory  Group  may  under¬ 
take  other  activities  with  the  approval 
of  its  Statewide  CounciL 

§  478.106  Employment  nondiscrimina¬ 
tion. 

Attention  is  called  to  the  requirements 
of  Executive  Order  11246  (42  U.S.C. 
2000e)  which  prohibits  discrimination 
against  any  employee  or  applicant  for 
emplo3mient  because  of  race,  color,  re¬ 
ligion,  sex  or  national  origin.  Rela¬ 
tions  Implementing  such  Executive  Or¬ 
der  11246,  which  are  applicable  to  Ad¬ 
visory  Groups  under  this  Subpart,  have 
been  issued  by  the  Secretary  of  Labor 
(41  CTR  Ch.  60) . 

(Sec.  1102,  49  Stat.  647  (42  UA.C.  1302).) 

(Catalog  of  Federal  Domestic  Assistance  Pro¬ 
gram  Nos.  13.714 — Medical  Assistance  Pro¬ 
gram;  13.800 — ^Medicare-Hospital  Insurance; 
13.801 — ^Medicare-Supplementary  Medical  In¬ 
surance.) 

Note. — ^The  Department  of  Health,  Educa¬ 
tion,  and  'Welfare  has  determined  that  this 
document  does  not  contain  a  major  proposal 
requiring  preparation  of  an  Economic  Im¬ 
pact  Statement  under  Executive  Order  11821, 
as  amended  by  Executive  Order  11949,  and 
OMB  Circular  A-107. 

Dated:  August  10,  1977, 

Robert  A.  Derson, 
Administrator,  Health  Cart 
Financing  Administration. 

Approved:  November  12,  1977. 

Joseph  A.  Califano,  Jr., 

Secretary. 

IFR  Doc.78-00001  FUed  l-8-78;8:46  am) 


FEDERAL  REGISTER,  VOL.  43,  NO.  2— WEDNESDAY,  JANUARY  4,  1978 


